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- Any reply received by the Office later than three months after the mailing date of this communication, even if timely, may reduce any earned patent 
term adjustment See 37 CFR 1.704(b). 
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Applicants responses of Dec. 31, 2002 and January 7, 2003 are noted. 
The claims in the application are claims 33—42 and 45—47. 
Claims 33—38 stand allowed. 
Claim s 39 and 45—47 are allowed. 

Claim 40 is too broadly stated as it reads on all cancer cell lines. In re Hozumi 226 
USPQ 353 indicates we cannot allow that breadth. 

The Supreme Court declined to expresses a view as to whether patentability can be based 
on a product shown to inhibit the growth of tumors in laboratory animals. Brenner, Comr. Pats. 
V. Manson . (USC 1966) 383 US 519, 148 USPQ 689. The Court did state, however, that 
Congress did not intend that a patent on a chemical compound, or a process for its production, 
whose sole "utility" consists of its potential role as an object of use-testing reasoning the patent 
system is related to the real World Commerce, rather than the realm of philosophy ibid ., 148 
USPQ at 696. 

The recent utility guidelines set by USPTO require applicants to meet the requirements as 
stated in Brenner v. Manson in 148 USPQ 689, which requires that utility be developed to a point 
where "specific benefits exist in currently available form". Similar is the "immediate benefit to 
the public" standard set forth in the concurring opinion of In re Hartop, 135 USPQ 419 is 
whether the invention has been brought to such perfection as to be capable of practical 
employment. This language is echoed in Bindra vs. Kelly 206 USPQ 570. 
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The Patent Office is not precluded from finding an inference of human use and require 
proof thereof when such use is a medical nature for the treatment of a serious disease, such as 
cancer. Ex parte Moore et aL (POBA 1960) 128 USPQ 8; In re Citron . (CCPA 1964) 325 F2d 
248, 139 USPQ 516; InreHartop et aL (CCPA 1962) 31 1 F2d 135 USPQ 419. 

Evidence involving a single compound and two types of cancer, was held insufficient to 
establish the utility of claims directed to a method of treating seven cancer, was held insufficient 
to establish the utility of claims directed to a method of treating seven cancers. In re Butting . 
(CCPA 1969) 418 F2d, 163 USPQ 689. 

The utility of a process for producing remissions in patients suffering from chronic 
myeloid leukemia was established by clinical reports and data; the acceptance of the drug 
employed by the Food and Drug Administration, and by American Medical Association; Ex 
parte Timmis, (POBA 1959) 123 USPQ 581. 

Claims 41 and 42 are rejected, as being dependent on a rejected claim. 

To make clearer the lack of enablement for treatment of all cancer, extrinsic evidence is 
supplied by Draetta (Ann. Reports Med. Chem.), final sentence on page 246 "Although many 
still think about the need for a magic bullet as a cure for all cancers, our knowledge of the 
molecular mechanism underlying this disease make the prospect of developing such a universal 
cure very unlikely." Since no universal cure for cancer has been developed, it follows that there 
is no correction between the assays relied upon by applicants and the ability to treat all cancers. 
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Claim 40 is rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for claim 45, does not reasonably provide enablement for claim 40. The 
specification does not enable one of ordinary skill in the art to use the invention commensurate in 
scope with claim 40. 

The remarkable advances in chemotherapy have seen the development of specific 
compounds to treat specific types of cancer. The great diversity of diseases falling within the 
"cancerous cell lines" language means that it is contrary to medical understanding that any agent 
(let alone a genus of thousands of compounds) could be generally effective against all such 
diseases. The intractability of these disorders is clear evidence that the skill level in this art is 
low relative to the difficulty of the task. 



January 29, 2003 



John M. Ford:jmr 




